In the 1 February 2006 issue of Clinical Infectious Diseases, Petti et al. 1 described laboratory medicine in Africa as a barrier to effective healthcare and highlighted the need for increased investment in laboratory services in Africa. In response to that article, Berkelman et al. 2 voiced their concern that laboratory services have become the 'Achilles heel' of global efforts to combat infectious diseases and antimicrobial resistance. Now, 10 years later, the future of laboratory medicine in Africa has never been brighter and many have played a part. Countries are committed to using innovative technologies and connectivity solutions to ensure the quality of diagnostic testing, not only in laboratories but at point-of-care (POC) sites across the continent.
The World Health Organization (WHO) has provided leadership through several landmark events, starting with the Maputo Declaration for strengthening laboratory health systems in January 2008, 3 followed by the Lyon statement on the need for developing countries to establish practical quality management systems in April 2008. 4 Specifically in Africa, the Yaoundé resolution was issued by the WHO Regional Office for Africa (WHO AFRO) in 2008 to strengthen public health laboratories in the WHO African region. 5 Since July 2009, several African countries, donors, the WHO and implementing partners launched a programme for strengthening laboratory management, with the aim of accelerating national laboratory services toward ISO 15189 accreditation in the African region. The WHO AFRO accreditation scheme adopts the Stepwise Laboratory Improvement Program Towards Accreditation (SLIPTA) programme. The purpose of SLIPTA is not to replace existing accreditation schemes such as those offered by the College of American Pathologists, International Organization for Standardization, South African National Accreditation System or South African Development Community Accreditation Service, but to serve as a scheme to assist the laboratories in obtaining these internationally-recognised accreditation standards. In 2011, the African Society for Laboratory Medicine (ASLM) was launched as a pan-African professional body working to advocate for the critical role and needs of laboratory medicine and networks throughout Africa as a means of improving the quality of health services. ASLM has become the implementing partner for SLIPTA. 6 At the same time, another set of driving forces to improve the quality of laboratories and increase access to quality-assured testing came from disease control and elimination programmes for HIV, tuberculosis and malaria. In particular, The President's Emergency Plan for AIDS Relief, the Bill & Melinda Gates Foundation, UNITAID and others have galvanised industry to develop innovative POC technology platforms. However, implementation of POC tests has been fraught with problems as the health systems in which testing must occur are often weak, fragmented and, experience a critical shortage of healthcare personnel in high-burden countries, ill-prepared for any additional testing. POC testing has now become a double-edged sword in that, while POC tests can increase access to testing and allow patients to be linked to evidenced-based care, its introduction has put tremendous stresses on fragile healthcare systems.
Decentralising testing requires programmes for training and monitoring effectiveness to be amplified a hundred-to a thousand-fold in magnitude, while ensuring quality test results. The introduction of CD4 count testing has shown that managing a network of POC sites has proven to be challenging for Ministries of Health, with significant operator and instrument errors, frequent instrument breakdowns and stock-outs of reagents and other supplies. Technological innovation is not sufficient; innovation in health service delivery is urgently needed.
As part of its UNITAID grant to facilitate the evaluation and implementation of POC tests for CD4, HIV viral load and early infant diagnosis, the London School of Hygiene & Tropical Medicine conducted consultations in nine countries with an interest in quality assurance. These countries
Assuring the quality of diagnostic testing:
The future is now The outlook for laboratory medicine in the region has never been brighter. The future of diagnostics is now. No new diagnostics should be introduced without first establishing a quality assurance programme and no diagnostic should be procured without including a budget for quality assurance.
